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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114 was filed in this 
application after a decision by the Board of Patent Appeals and Interferences. Since 
this application is eligible for continued examination under 37 CFR 1.114 and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the appeal has been withdrawn pursuant 
to 37 CFR 1.114 and prosecution in this application has been reopened pursuant to 37 
CFR 1.114. Applicant's submission filed on 10/31/2008 has been entered. 

The indicated allowability of claims 33-57 is withdrawn in view of the newly 
discovered reference(s) to Suzuki et al. and Rajaiah et al. Rejections based on the 
newly cited reference(s) follow. Furthermore a newly discovered 1 12 2 nd rejection was 
found and made of record. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 45 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Specifically within the claim it is not clear what type of polymer 
"polyvinyl" is referring to, for instance polyvinyl can refer to vinyl ethers, polyvinyl 
chloride, polyvinyl acetate, polyvinyl alcohol etc. Further clarification is required within 
the claim. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 33-34,42-45 and 56-57 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Suzuki et al. (US 4,715,369, cited by applicant). 
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Suzuki discloses a method for treating an injury on the oral mucosa by applying a 
covering material comprising an adhesive composition and a non-adhesive layer made 
from constituents such as bees wax. See abstract, col 2 I in 14-22, col 5 I in 44-col 6 I in 
3.The adhesives within the examples were very thin (thickness from 0.86 to 1 .33 mm) 
and lower than applicants claimed lower limit for the thickness of their claimed film. 
However the examples with the above thicknesses did not use a non-adhesive layer 
even though other examples (Ex 3) did employ a non-adhesive layer, the thickness of 
Ex 3 however was not disclosed. Suzuki did suggest that a preparation containing two 
layers (adhesive and non-adhesive) mutually reinforce each other, thus the adhesive 
layer can be even thinner. Suzuki also disclosed that thin films advantageously 
alleviates the feeling of touchy discomfort and makes itself applicable to flexure. Thus 
from the disclosure within Suzuki it would be obvious to one of ordinary skill in the art 
that the two layer film could be as thin as the adhesives disclosed within example 1 that 
did not employ a non-adhesive layer since the two layers reinforce each other they 
could be very thin and retain the requisite material feel and flexibility. Furthermore it is 
noted by the examiner that the amount of adhesive and non-adhesive used in example 
3 was 60 mg combined (40 mg of adhesive and 20 mg of non-adhesive), while in 
example 1 the amount of adhesive used to form the films was around 90 mg. It is 
further noted by the examiner that example 3 and example 1 both had the same 
diameter. Thus it is quite reasonable to assume that since the total amount of adhesive 
and non-adhesive from example 3 is smaller in amount than just the adhesive from 
example 1 the dimensions for the thickness would also be smaller; the thickest disk 
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from example 1 was 1.33 mm. Regarding the limitation of claim 34, 40 mg of adhesive 
and 20 mg of non-adhesive were used in example 3, thus the wt percent of adhesive 
used was around 66% and the amount of non-adhesive was around 33%, these wt 
percents are within applicants claimed range. Regarding claims 42 and 45, Suzuki 
specifically discloses that the non-adhesive layer could comprise a mixture of 
constituents that included bees wax and PEG. Regarding claim 44, it is considered by 
the examiner to be simple optimization of parameters to vary the amounts of ingredients 
within the non-adhesive layer in order to obtain the desired characteristics (flexibility, 
water solubility etc) for that non-adhesive layer. Optimization of parameters is a routine 
practice that would be obvious for a person of ordinary skill in the art to employ and 
reasonably would expect success. Thus, absent some demonstration of unexpected 
results from the claimed parameters, this optimization of the amount of polymer within 
the non-adhesive layer would have been obvious at the time of Applicant's invention. 
Generally, differences in concentration or temperature will not support the patentability 
of subject matter encompassed by the prior art unless there is evidence indicating such 
concentration or temperature is critical. "[Wjhere the general conditions of a claim are 
disclosed in the prior art, it is not inventive to discover the optimum or workable ranges 
by routine experimentation." In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 
1955). The normal desire of scientists or artisans to improve upon what is already 
generally known provides the motivation to determine where in a disclosed set of 
percentage ranges is the optimum combination of percentages."); In re Hoeschele, 406 
F.2d 1403, 160 USPQ 809 (CCPA 1969). Regarding claim 57 it is obvious that since 
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the disclosure of Suzuki is obviously within the scope of applicants claimed invention 
any property of the wax film will also necessarily be met since it is obvious that the 
same composition and/or material will have the same properties including its adhesive 
properties. 

Claims 33-47 and 56-57 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Suzuki et al. (US 4,715,369) in view of Biegajski et al. (5,700,478, 
cited previously). 

Suzuki is disclosed above. Suzuki does not disclose the specific water insoluble 
mucoadhesive polymers within dependent claims 36-37 nor does Suzuki disclose the 
use of the specific film formers as required in dependent claims 35 and 41 and lastly 
Suzuki is silent on the use of a pharmaceutical compound as required in dependent 
claim 47. 

Biegajski discloses double layered, mucoadhesive drug delivery device wherein 
the adhesive layer and the second polymer layer contain the drug to be delivered 
(abstract, col 35 lin 30). Biegajski is suggestive that a wax can be used as suitable layer 
(col 4, lin 35). Biegajski discloses the use of Eudragit polymethacrylate copolymers (col 
22, lin 15) and Carbopol 934 (col 28, lin 40-45) for making the adhesive layer for the 
drug delivery device and the wt% of polymer components (col 8, lin 50). Carbopol 
polymers are polymers of acrylic acid cross-linked with polyalkenyl ethers or divinyl 
glycol. Biegajski discloses a wax-film composite wherein the mucoadhesive layer is a 
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copolymer of methacrylic acid esters with diethylaminoethyl methacrylate (col 33, lin 55- 
60). 

One of ordinary skill in the art would have a reasonable expectation of success in 
combining the references above because both are related to the same filed of 
endeavor, mucoadhesives for placement within a mucosa-lined body part. Thus the 
claimed invention would have been prima facie obvious because the substitution of one 
known element such as the mucoadhesive layer disclosed within Biegajski for another 
known element such as the mucosadhesive layer disclosed within Suzuki would have 
yielded predictable results to one of ordinary skill in the art at the time of the invention. 

Claims 33-47,51 and 56-57 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Rajaiah et al. (US 6,677,391 B1, cited by applicants) in view of 
Suzuki et al. (US 4,715,369) in view of Biegajski et al. (5,700,478). 

Rajaiah discloses denture adhesives which contains an adhesive composition 
including mucoadhesive polymers such as carbopol and non-aqueous denture adhesive 
carriers including microcrystalline wax that could be a self supporting layer 
characterized by its ability to maintain strength and provide integrity for the adhesive 
composition in the presence of water and/or saliva. See abstract, col 3 lin 21-50, col 8 
lin 35-48 and claims 1-3,10,12. The denture adhesives could also be used as a 
bioadhesive that comprise one or more therapeutic agents that could be selected from 
numerous actives including insulin (satisfies limitation that active is a protein). See col 9 
lin 58-col 10 lin 10. 
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Rajaiah does not recite the use of the specific film formers as required in 
dependent claims 35 and 41 , nor does Rajaiah disclose the thickness of the adhesives. 

Suzuki is disclosed above. Suzuki disclosed that there was a well known and felt 
need in the art to provide thin preparations of bioadhesives in order to alleviate the 
feeling of touchy discomfort and further to make the preparation applicable to flexure. 
See col 5 lin. Thus there was a known art problem in that adhesives have the 
undesirable characteristic of making the patient in need feel discomfort and the solution 
to this problem as disclosed within Suzuki was to produce a thin adhesive. One of 
ordinary skill in the art would have been motivated and had a reasonable expectation of 
success in producing thin bioadhesive preparations such as those disclosed within 
Rajaiah in order to alleviate the feeling of touchy discomfort and further to make the 
preparation applicable to flexure as described by Suzuki. 

Biegajski is disclosed above. Biegajski is used only for the disclosure within that 
Eudragit polymers were well known to be used within mucoadhesive preparations. One 
of ordinary skill in the art would have a reasonable expectation of success in combining 
the references above because they are all related to the same general filed of 
endeavor, bioadhesives for placement within a mucosa-lined body part. Thus the 
claimed invention would have been prima facie obvious because the addition of one 
known element such as the Eudragit polymers contained within the mucoadhesive layer 
as disclosed within Biegajski and combine it with the mucosadhesive layer disclosed 
within Suzuki would have yielded predictable results to one of ordinary skill in the art at 
the time of the invention. It is generally considered to be prime facie obvious to combine 
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compounds each of which is taught by the prior art to be useful for the same purpose in 
order to form a composition that is to be used for an identical purpose. The motivation 
for combining them flows from their having been used individually in the prior art, and 
from them being recognized in the prior art as useful for the same purpose. As shown 
by the recited teachings, instant claims are no more than the combination of 
conventional components of bioadhesives. It therefore follows that the instant claims 
define prime facie obvious subject matter. 

Conclusion 

No claims are allowed. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to James W. Rogers, Ph.D. 
whose telephone number is (571 ) 272-7838. The examiner can normally be reached on 
9:30-6:00, M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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